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chapter, and where applicable, parts 113 
to 129 of this chapter, shall be applied 
in determining whether these OTC drug 
products that are also foods are manu-
factured, processed, packed, or held 
under current good manufacturing 
practice. 

[43 FR 45077, Sept. 29, 1978, as amended at 62 
FR 66522, Dec. 19, 1997; 69 FR 29828, May 25, 
2004] 

EFFECTIVE DATE NOTE: At 74 FR 65431, Dec. 
10, 2009, § 211.1 was amended by revising para-
graph (a), effective Dec. 12, 2011. For the con-
venience of the user, the revised text is set 
forth as follows: 

§ 211.1 Scope. 
(a) The regulations in this part contain the 

minimum current good manufacturing prac-
tice for preparation of drug products (exclud-
ing positron emission tomography drugs) for 
administration to humans or animals. 

* * * * * 

§ 211.3 Definitions. 
The definitions set forth in § 210.3 of 

this chapter apply in this part. 

Subpart B—Organization and 
Personnel 

§ 211.22 Responsibilities of quality 
control unit. 

(a) There shall be a quality control 
unit that shall have the responsibility 
and authority to approve or reject all 
components, drug product containers, 
closures, in-process materials, pack-
aging material, labeling, and drug 
products, and the authority to review 
production records to assure that no 
errors have occurred or, if errors have 
occurred, that they have been fully in-
vestigated. The quality control unit 
shall be responsible for approving or re-
jecting drug products manufactured, 
processed, packed, or held under con-
tract by another company. 

(b) Adequate laboratory facilities for 
the testing and approval (or rejection) 
of components, drug product con-
tainers, closures, packaging materials, 
in-process materials, and drug products 
shall be available to the quality con-
trol unit. 

(c) The quality control unit shall 
have the responsibility for approving 
or rejecting all procedures or specifica-

tions impacting on the identity, 
strength, quality, and purity of the 
drug product. 

(d) The responsibilities and proce-
dures applicable to the quality control 
unit shall be in writing; such written 
procedures shall be followed. 

§ 211.25 Personnel qualifications. 

(a) Each person engaged in the manu-
facture, processing, packing, or holding 
of a drug product shall have education, 
training, and experience, or any com-
bination thereof, to enable that person 
to perform the assigned functions. 
Training shall be in the particular op-
erations that the employee performs 
and in current good manufacturing 
practice (including the current good 
manufacturing practice regulations in 
this chapter and written procedures re-
quired by these regulations) as they re-
late to the employee’s functions. 
Training in current good manufac-
turing practice shall be conducted by 
qualified individuals on a continuing 
basis and with sufficient frequency to 
assure that employees remain familiar 
with CGMP requirements applicable to 
them. 

(b) Each person responsible for super-
vising the manufacture, processing, 
packing, or holding of a drug product 
shall have the education, training, and 
experience, or any combination there-
of, to perform assigned functions in 
such a manner as to provide assurance 
that the drug product has the safety, 
identity, strength, quality, and purity 
that it purports or is represented to 
possess. 

(c) There shall be an adequate num-
ber of qualified personnel to perform 
and supervise the manufacture, proc-
essing, packing, or holding of each drug 
product. 

§ 211.28 Personnel responsibilities. 

(a) Personnel engaged in the manu-
facture, processing, packing, or holding 
of a drug product shall wear clean 
clothing appropriate for the duties 
they perform. Protective apparel, such 
as head, face, hand, and arm coverings, 
shall be worn as necessary to protect 
drug products from contamination. 

(b) Personnel shall practice good 
sanitation and health habits. 
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(c) Only personnel authorized by su-
pervisory personnel shall enter those 
areas of the buildings and facilities 
designated as limited-access areas. 

(d) Any person shown at any time (ei-
ther by medical examination or super-
visory observation) to have an appar-
ent illness or open lesions that may ad-
versely affect the safety or quality of 
drug products shall be excluded from 
direct contact with components, drug 
product containers, closures, in-process 
materials, and drug products until the 
condition is corrected or determined by 
competent medical personnel not to 
jeopardize the safety or quality of drug 
products. All personnel shall be in-
structed to report to supervisory per-
sonnel any health conditions that may 
have an adverse effect on drug prod-
ucts. 

§ 211.34 Consultants. 
Consultants advising on the manu-

facture, processing, packing, or holding 
of drug products shall have sufficient 
education, training, and experience, or 
any combination thereof, to advise on 
the subject for which they are retained. 
Records shall be maintained stating 
the name, address, and qualifications 
of any consultants and the type of 
service they provide. 

Subpart C—Buildings and Facilities 
§ 211.42 Design and construction fea-

tures. 
(a) Any building or buildings used in 

the manufacture, processing, packing, 
or holding of a drug product shall be of 
suitable size, construction and location 
to facilitate cleaning, maintenance, 
and proper operations. 

(b) Any such building shall have ade-
quate space for the orderly placement 
of equipment and materials to prevent 
mixups between different components, 
drug product containers, closures, la-
beling, in-process materials, or drug 
products, and to prevent contamina-
tion. The flow of components, drug 
product containers, closures, labeling, 
in-process materials, and drug products 
through the building or buildings shall 
be designed to prevent contamination. 

(c) Operations shall be performed 
within specifically defined areas of ade-
quate size. There shall be separate or 

defined areas or such other control sys-
tems for the firm’s operations as are 
necessary to prevent contamination or 
mixups during the course of the fol-
lowing procedures: 

(1) Receipt, identification, storage, 
and withholding from use of compo-
nents, drug product containers, clo-
sures, and labeling, pending the appro-
priate sampling, testing, or examina-
tion by the quality control unit before 
release for manufacturing or pack-
aging; 

(2) Holding rejected components, 
drug product containers, closures, and 
labeling before disposition; 

(3) Storage of released components, 
drug product containers, closures, and 
labeling; 

(4) Storage of in-process materials; 
(5) Manufacturing and processing op-

erations; 
(6) Packaging and labeling oper-

ations; 
(7) Quarantine storage before release 

of drug products; 
(8) Storage of drug products after re-

lease; 
(9) Control and laboratory oper-

ations; 
(10) Aseptic processing, which in-

cludes as appropriate: 
(i) Floors, walls, and ceilings of 

smooth, hard surfaces that are easily 
cleanable; 

(ii) Temperature and humidity con-
trols; 

(iii) An air supply filtered through 
high-efficiency particulate air filters 
under positive pressure, regardless of 
whether flow is laminar or nonlaminar; 

(iv) A system for monitoring environ-
mental conditions; 

(v) A system for cleaning and dis-
infecting the room and equipment to 
produce aseptic conditions; 

(vi) A system for maintaining any 
equipment used to control the aseptic 
conditions. 

(d) Operations relating to the manu-
facture, processing, and packing of pen-
icillin shall be performed in facilities 
separate from those used for other drug 
products for human use. 

[43 FR 45077, Sept. 29, 1978, as amended at 60 
FR 4091, Jan. 20, 1995] 
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